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4( c DEPARTMENT OF HEALTH& HUMAN SERVICES Public Health Sen/kX
8

Food and Drug Administration
Washington, DC 20204

●

Mr. Richard J. Litner
Nutrinfo
40 Spiing street
P.O. Box 1097
Waterto~ Massachusetts 02272-1097

Dear Mr. Litner

This is in response to your letter of October 7, 1996 to the Food and Drug Administration
(FDA) on behalf of your client J.B. Harris, Inc. Your letter responds to letters from FDA
dated December 29,1995 and March 5,1996, in which FDA stated that J.B. Hanis, Inc.
was making drug claims for its product SambucoI. The claims being made for Sambucol
are:

%mbucolm is a safe and effwtive virus control.
Sambucolw stops viruses in the throat before they spread.

As stated in both of our previous letters, these statements evidence that this product is
intended for other than f~d use within the meaning of 201(g)(l)(B) of the Federal FOOL
Drug, and Cosmetic Act (the act), @that it is intended for use as an antiviral agent. A,
claim that a product is for other than fwd use within the meaning of section 201(g) of the
act makes that product subject to regdation under the drug provisions of the act AS
stated in our previous letters, if your client intends to make such claims, you should
immediately contact FDA’s Center for Drug Evaluation and Research (CDER), Office of
Compliance, HFD-31O, 7520 Standish Place, Rockville, Maryland 20855. Since there is
no information in your October 7, 1996 submission that wotdd lead us to change our
position in this matter, we do not believe that a meeting at this time would be helpfbl.

Sincerely yours,

James T. Tanker, Ph;D. ‘
Acting Director,
Division of Programs and

Enforcement Policy
Offke of Special NutritionaIs
Center for Food Safety

and Applied Nutrition

97s-06.3
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Page 2-k. Richard J. Litger

Copies:
I?D-&Center for Drug Evaluation and ~ Office of Compliance, HFD-300 “

-FDA Chicago District Offiq Office of (hmpliance, HFR-MW140
FDA Office of the Associate CornmHoner for Regulatory Afhirs, Office of
IMorcemen~ HFC-200
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October 7,1996 W

Robert J. Moore, Ph.D.
Senior Regulatory Specialist
Division of Programs and Edorcement Policy
Office of Special Nutritional
Center for Food Safety and App!ied Nutritional
Food and Drug Adminkation
200c street
HFS-455
Washington DC 20204

.

Re J.B. Hank, ~C.

Dietary Supplemenfi SambucoI
FDA Chicago District Insp@ion September 20,1996

Dear Mr. Moore,

Enclosed please find the response of J.B. Harr& Inc. to a request made by Investigator
GeraIdine Phipps of the Chicago Dist&t Office for samples of labeling used by our client
in amnection with its produc~ Sambucol.

This response concerns by the Agency’s view that statements of nutritional support made
for Sambucol constitute drug claims. As nokd in the enclosed materials, we request a
cotierence with appropriate agency officials to review this matter prior to any regulatory
action beiig taken against our client. We will contact Ms. Phipps to arrange these
conferences.

,Cordially,

Nutrinfo Corporation ~

L--L-J(&l’j@~
Richmd J. Litner

.,.
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A virus itself is not a disease and the presence of viruses in the throat does not
constitute an infection.
Inactivating a virus does not make a product a drug. The fact that some drugs are ‘
classified as antiviral agents does not mean that all antiviral agents must be classified
as drugs.
There are many physiological activities’which can be accomplished by both drug and
nondrug products. The existence of drugs which claim to tikct body structure or
fiction does not preclude dietary supplements i.bm claiming the same effkcts.
A product which claims only to support healthy body structure or fiction serves to
reduce the risk of disease. A claim to promote good health should not be considered a
drug claim, even though the claim implies a reduced risk of d~ease.

These issues are important to dietary supplement regulations in general. Prior to any
regulato~ action being taken against our client we mspecdMly request to meet personally
with Mr. Miracco, Dr. Robert Moore, Senior Regulatory Scienti~ Office of Special
Nutritional and other appropriate Agency officials to resolve these, and other,
substantive issues.

In February, 1996, Dr. Elizabeth Yetley, Director, Office of Special Nutritional, in
referring to notices of statements of nutritional support filed with the Agency, stated at an

- industry conference

“...we may write back to a manufacturer that has submitted or a submitter of one of
these notl~cations and indicate problems that they may have. At some point we could
tab regulatory actio~ but at this time we are new at the game, and you are new at
the game, and we are trying to get “afeel for this... ”

Dr. Yetiey’s statements suggest that regulatory action by the Agency against dietary
- supplement manufacturers for statements of nutritional support would not be taken until

the regulatory policy for dietary supplements called for by the DSHEA was established.

... .
Section 15 of the Dietary Supplement Health and Education Act of 1994 (DSHEA) states
that Congress finds- ‘

(A) Legislative action that protects the right of access of consumers to safe dietary
supplements is necessary in order to promote wellness; and
(B) a rational Federal j-amework must be established to supersede the current ad
hoc, pafhwork regulatory poIicy on dietary supplements. “’s

-,.
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Although Congn%s created the Commission on Dietq Supplement Labels (Section 12 of
the DSHEA), with a mandate to provide recommendations for the regulation of label
claims, to date this commission has not proffered any guidance with respect to statements
of nutritional support. At its September 20, 1996 meeting the Commission noted many
key, unresolved issues with respect to statements of nutritional support and stated that its
report might not be completed until April 30, 1997.

We suggest that until the Commission on Dietary SuppIemcnt Labels has issued its report
andlor the Agency has issued proposed regulations providing guidelines to dietary
supplement manufacturers that it is premature to take regulatory action against JJ3.

- Harris, Inc. and %nbucol~.

Enclosed please find additional labeling for Sambucol~ that was not available during
your impectiom

.
We look forward to your early response.

Cdially,

Nutrinfo corporation
.

Richard J. Iitner
Compliance Department



DR. THOMSEN J. HANSEN
Dir@or of Sdence

EXPERIENCE
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Nutrillfo corporation .WatertowMA
Director of So”ettce

Nsminfo is a consulting group +Ich sctves the food. drug. and dietary supplement industries. The @al. Scknm%

and Graphic Departments develop, review. and document labeling and claims for products in compliance with Food

and Drug Administration and Federal Trade Commission regulations.
%

VICAM LP Watertown, MA

Diwctor of Cltemistry
V[CAM develops and manufactures itntnunochemical tests for toxins and baetetia in foods. VKXM devdoped

AflatesL a monoclinal antibody affinity column test for aflatoxi~ as the standatd method for aflatoxin analysis.

Drexel University Philadelphk PA

Assisttmr Pmfesson Department of Nutrition and Food Sciences

Psirnaryrcseareh interests in the role of nutition and CHIC duease with an emphasis on food safety and anfdyais,

includkg effeet of diet on carcinogen metabolism. Also mseareh in biomedical materials (with Drexel University

Biomedkal Engineuing and Scikncc [nstitutc). I%nding ftum food and medical industries and USDA.

Awards: University Rescareh S&ok

National cancer Islswlte BethesdaMD

National Institutes of Health

Analytical chemistry Seuion ‘

Laboracow of C!an5nogen Metabolism

Postdktoruf Reseatd Chemist .

Research on chemistry of nitrite and related compounds with emphask on study of molecular enesgetics and.macdon

mechanisms by magnetic resonance

Awam!s: NIH Staff Fellowship

EDUCATION

Massachusetts Institute of Technology Cambridge, MA
1980 PhD. Food Science and Technology

Department of Nutrition and Food Science (currenti~ Toxicology: Depar&ncnt of Chemistry)

Thesis Title Analysis and [dentifieation of Nltrosation Products of Foods

Minoc Analytical Chemistry
,

Awarak Institute of Food T&hnologists Fellowship

1974 Bachelor of Science in Chemistry

ASSOCIATIONS

American Chemieal Society
., .

hstitu~~of Food Technologists

Awards Division Chair, Insti[ute of Food Ttihnologists, Division of Toxicology and Safety Evaluation
., .
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TECHNICAL SUMMARY

.
‘g~ruses in the Throat” is not a Disease

/

#

P-
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./”” ‘“ ;/d”Y’
omsen J. Ha&en, PhD

Director of Science
Nutrin.fo Corp. --

October 4,1996

!krnbucol~, a dietary supplement distributed by J. B. Harris, Inc., claims to help
maintain the health of consumers who are exposed to airborne viruses. Atypical claim is
that Sambucol “stops viruses in the throat”. Recent communications with the FDA have
demonstrated their position that claims regarding virus control automatically constitute
drug claims. Drug claims for a product which is not an approved drug may provoke
regulatory action. Sambucol is a dietary supplemen~ and so cannot make drug claims.

We do not agree with the position that the virus claims made for %mbucd are
drug claims. Rather, they are statements of nutritional supporg which are allowed for
dietary supplements. A virus by itseIfis not a disease, and inactivating a virus does not

. make a product a drug. Sambucol should be able to make claims which describe its
properties in a manner which is helpful in maintaining the good health of its consumers.
It does not purport to stop viruses generally or to restore immunity. If FDA persists in
considering Sarnbucol as a drug, based on claim to stop *, then they maybe flied
with the need to regulate other products as drugs. These other products include a wide
variety of safe and useful products which are not now considered to be drugs.

VIRUSES AND HEALTHY RESPONSE TO VIRUSES
Viruses are organic entities which consist of genetic material surrounded by a

protective coat. By itselfa virus is lifeless, but it can enter and replicate within a host
cell: Replication occurs when the viral nucleic acid is copied by enzymes in the host cell.
In some cases, the virus resides and replicates in the host cell with no obvious cell
damage. In other cases, the virus destroys the host cdl, allowing the triplicated virus to
enter other cells. Viruses are the agents responsible for a number of acute and thronic
dhzises. For acute viral diseases, such as influeq the best treatment is to manage
symptoms until the body’s immune system can eliminate the infectious virus.

Viruses which may ~use infections in the upper respiratory tract (including the
throat) are constantly challenging the body’s defenses. The best approach to prevent
influenza and similar diseases is to reduce exposure to the causative virus, but thk would
entail avoiding all human contact. Fortunate y, the healthy body has sev~rd mechanisms
for defense against viruses. Otherwise, we would contract,a cold or the flu every time we
were exposed. Secretions in the throat prevent the virus from reaching’~e cdl. The 04

. .,.
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wall itself forms a barrier to entry of the virus into the cell. The immune system
generates antibodies which bind to viruses, leading to their elimination fkm the body.

. Nutritional support for these normal healthy body processes helps decrease the risk that
exposure to viruses would lead to disease. In other words, the mere presence ufviruses in
the throat does not constitute an infkction. It is a normal cond~tion which the healthy
body can tolerate without any adverse effkcts.

BOTH DRUGS AND NONDRUGS PROMOTE GOOD HEALTH’
Vaccines are an effective way to prevent viral infections. Some drugs are used to

treat viral infections, but few usefil treatments exist because most drugs that destroy
viruses also damage the host cell. Both vaccines and treatments for viral infections are
properly classified as drugs. The prevalen& of upper respirato~ tract inf~tions, and the
shortage of means to prevent or treat theu point to the desirability of nondrug methods
to reduce the risk of infkction.

The fact that some drugs are classified as antiviral agents does not mean that all
antiviral agents must be classified as drugs. For example, household cleansers make
claims to disinf?ct surfaces, including claims to inactivate viruses. These products
petionn a usefid function in promoting good heal~ but are not regulated as drugs despite
performing a similar fi.mctionas some drugs. The distinction between product
classification and activity can be fhrther illustrated bye xamining some physiological
activities, and considering both drug and nondrug products which @onn those

. activities.
There are many physiological activities which can be accomplished by both drug

and nondrug products. FDA has established monographs (final or tentative find) for
several categories of over-the-counter (OTC) drug products (final or proposed 21 CFR
330 through 357). Among these categories are the followiqy

antacids, antiflatulents, laxatives, antidiamheal products, antiemetics, sieep
aids, stimulants, antitussives, expectorants, nasal decongestants, analgesics
and antipyretics, digestive aids, anthelmintics, cholecystokinetics, weight
control products, deodorants, overindulgence relievers, menstrual products,
poison treatments.

These categories were chosen for illustration because theydescribe body
structures and fimctions, not d-es. It is not difficult to find conventional foods and
dletaxy supplements tilch affect the same structures and fimctions. For examp~e, prunes
and wheat bran are used as laxatives, coffee and cola beverages are used as stimulants,
and there are innumerable foods promoted for weight control. To carry the illustration to
an extreme, a beach umbrella performs as a sunscreen, which is another OTC drug
category. It would be absurd to regulate these products as drugs.

Clearly, then, there are a variety of body structures and functions which are
affected by both drug and nondrug products. The existence of drugs which claim to
tiect body structure or fiction does not preclude dietary supplements from claiming the
same effects. The real issue is whether or not the claimed efkct is a disease.
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STRUCTURW FUNCTION OR DISEASE
Dietary supplements are allowed to make statements of nutritional suppo~

including statements which deseribe effkct on the structure and fiction of the body.
They are not allowed to claim to c% prevenb or treat d~. However, cw% a product
which claims onIy to support healthy body structure and fhnc~on sems to reduee the risk
of disease. A claim to promote good health should not be considered a drug claim, even

.

though the claim implies a reduced risk of disease.
We have examined several of the statements of nutritional support submitted to

FDA under the notification requirements of DSHEA We took speeial note of the
following nine statements beeause they may help illustrate the d~etion between a
structure/ fimction and a disease. We believe that all nine of these statements are
appropriate for dietq supplements, and do not constitute drug claims. All of these
claims are well accepted by the general public. To the best of our knowledge, none of
these statements has provoked a response from FDA that they maybe drug claims.

1.
2.

3.

4.
5.
6.

7.
8.
9.

Calcium helps build strong bones.
Antioxidant help combat tie radials and oxidants, moleeuks wlich damage eds
and DNA.
By inhibiting angiogenesis, [cartilage] may rdleviate the d-mfort and redueed
mobility associated with aging joint conditions, especially those caused by wear and
tear.
Vbrnin E helps prevent oxidation of LDL cholesterol.
[HIc] supports healthy cholesterol levels by reducing serum cholesterol.
[Choline] helps in the production of li~pic ~ents which convert f- into usefbl
produets and in the production of HDL (good) cholesterol.
@3&inaeea]stimdates the growth of the body’s own immune system.
Echinaeea puprea helps promote general well behg during the cold and flu season.
Cranberry fit inhibits adhesion of E. C& bacteria to the lining of the bladder.

~ Statement 1 is a conventional claim for an essential mineral nudent.” It impks
that an instilcient intake of ea.lcium leads to wixik bones. The common perception is
that calcium supplementation reduees the risk of osteoporosis. - ‘.

Statements 2 and 3 describe the effect of these dietary ingredients on body
structures and functions. They do not specifically mention any disease. However, a
consumer could easily conclude that these products reduce the risk anc(/or consequences
of cancer and arthritis. ,

Statements 4 through 6 describe the effects of dietary ingre&ents on cholesterol.
Cholesterol is not a disease, but controlling cholesterol is commonly associated with a
reduced risk of cardiovascular diseases.

Statement 7 describes the role of the dietary ingredient Echinacea in support of
the immune system, while statement 8 indicates diseases where the immune system plays
an important role. Neither statement 7 nor 8 specifically states that Echinacea reduces the
risk of cold and flu, but this is a reasonable conclusion from these statements.

St~tement 9 directly states that the dietary ingredient cranberry ’@-eventsthe
adhesion of bacteria to a body structure. This implies that bacteria are normally present



● .’
. .

in the bladder, that the healthy body nomudly fimctions to prevent adhesion. The dietaty
ingredkmt supports this functio~ reducing the risk of bladder infdom Note that this

. statement for cranberry is remarkably similar to the statement for %rnbucol ‘stops
viruses in the throat”.

●

[t is possible to infkr a disease relationship iiom these;or any, statements of.
nutritional support Any mention of a healthy condition implies the existence of a
con-esponding unhealthy condition. It was clearly not the intent of Congress, in passing
DSHE& to ptivent dietary supplements from making any statement which however
remotely, relates to d-e. We believe that the best and clearest description of claims
allowed for dietary supplements comes fiu~ the literal description in DSHEA of claims
which are not rdlowed: “A statement under this subparagraph (&$03r6) may not claim to
diagnose, mitigate, ~ cure, or prevent a specific disease or class of dkeases”. All nine
of these statements, as well as the statements for Sambucol, are allowed under this
description.

CONCLUSION
We conclude that the statement made for %rnbucd, “stops viruses in the throat”,

and similar statements are acceptable for a dietary Supplement This statement does not
claim to prevent or treat d~, and specifies the body structure aflkcted It is not an all-
encompassingclaimto stopvirusesor to restore immunity. It falls readily within the

“scope of accepted statements made for other nondrug products, including other dietary
supplements.

If Sambucol is considered,a drug based on this statemen~ then a variety of uscfid
products would also require reguhtion as drugs. This level of regulation would unduly
impede innovation and product avahbility, and.wotdd be detrirnentrd to pubIic healti
Congress found in DSHEA that “promotion of good health and healthy lif~les
improves and extends lives while reducing health care expenditures”. If FDA desires to
describe the scope of dietary supplement claims other than by the language of DS~
we would liie to have a detailed explanation of their description.

.,.
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Efktive liihmContm~
hassu-@Itiuced Sambucol’%thehitedstates,

manyothercompaniesamjumpingonthebandwagonbycreatingtheiiownelderberry

pmkts. Butdidyouknowthatsambucd%theodjmlderberqproducttohanbeen

provendkctiveinlaboratoryandclinicalstudies?Infq virtuallyalloftheelderbmy

meamhconductedworldwidehasbeendoneonSarnbUeW!

Santbuco~isthenmltofnearlytwentyyqan-ofmearchandexhaustivetestingin

hospitallaboratories.Producedbyanexclusive- pmcessdedopedbymowned

vimlogistDLMadeleineMumcuoglqSambucd””istheodyelderbenyextracttoshow

anti-viralactivityinclinicaltests.Stri@ongoingqalityaxMnisensumthattheseanti-

virdpmpertiesampresentineveryproductbearingtheSambucM’”name..

Anyonecanmakclaimsabouttheekctivenessofelderberryp”hxhxts,butonly%mbucol

canbackupth(!St3ChiIIISWithChid isemh-meamhdidated bymillionsof

comers worldwide.Completelysafeandallnatural,Mrnbucdisavailablein@

tastingsyruporconwmientlozenges.Don’tacceptsubstitutesorplacebos.Insistontie

on&kuzZ...askforSambuco~byname. .

. .
TM

424RegencyDrive,GlenviayIL60025● (847)827-8664● Fax(847)827-6605. ..

7his statment hasnotbeenwalu-akdbythe Fod and Dmg!drnin-tion. Thii produd is not intendedto diagn~ u cureor prewn(anydiswc
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SafkandEfktiveVirusControl*
Whenyour familyisexposedto airborne virusesreachforSambuco[V

theoriginalpatented[sraelielderberryformula.Sambucol istheatl{~~eldelti~

producttohavebeentested,standmhed, andproveneff~iw inlaboratoq~and

clinicalstudies.Cmpletelysafeandallnatural,Sambuco[isavailableing~at

tastingsyrupandconvenient[ozenges.[mistonthebest.l’bordero)”formore

in!ormatim, cd 800-871-1178.

The original patented elderberry formula from Israel



SafkandEfkctiveVirusControl’
Whenyourfamilyisexposedto airbomeviruses math forSambucol~

theoriginalpatented[sraelie[derberryformulaSambucolistheom’jelderberry

producttohavebeentes@ stanckudi~ andproveneffect.iveinMoratoryand

clinicalstudies.Completdysafeandallnatural,Sambucolisavailableing~at

tastingsyrupandconvenientlozenges.[mistonthebest.Toordworfori)wre

i?fOtWUtWn, GZ7800-871-1178.

TM The #1 choice for Elderberry
and Best New HerbProduct—— —— ...-.
SOURCE VITAhJI!j RF-4;LER !~,~ ‘JiT’( AV~APOS

The orfghwlpatented elderberry formula from Israel
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“ SafkandEfkctiweWI-ISC@rW
NowthatJ.B.Harris,Inc.hnsUAUyhdUdSambuco~ htieUnitedStateS,

rnanyothercompaniesarejumpingonthebandwagonbycnztingtheirownelderberry

products.ButdidyouknOwthatSambucol%themz.ljmklwberrypnxlucttnhavebeen

pmerdktivein laboratoryandclinicalstudies?Inf@ virtuallyalloftheelderberry

msearchconductedworldwidehasbeendoneonSatnbUeO~!

Sambuco~istheresukofnearlytwentyyemofreseamhandexhaustivetestingin

hospitalkiboratories.Producedbyanexclusive_ processdevelopedbynmowned

vimlogistDcMadeleineMumcuoglu,Sambuco~istheodyelderberryextmdtoshow

anti-viralactivityinclinicaltests.Stri~ongoingqualitycontrolsenxuethattheseanti-

viralpqxxtiesarepment~mqptiu~-gtieSarnbuCO~nme

Anyonecanmakeclaimsabouttheeflkctivenessofelderberryproducts,butonlySambucol _

canbackuptheseckimswithChid resemch-msearchvalidatedbymiflionsof

consumersworldwide.~mpletelysafeandalInatutal,Sambucdisavailableing~

tastingsyruporconvenientlozenges.Don’tacceptsubstitutesorplacebos.bsistontbe

o@@zZ...askforSambucol””byname. ,

TM

4324RegencyDrive,GlenvieyIL6002s● (847)827-8664”Fax(847)827-6605.
..

%isstatementhasnotkn evaluatal by theFood~d DrugAdministration.TMSproductis not intendedto diagnose,u cure or preventanydisease.
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